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Objectives: The aim of this study was to briefly describe the current state of early awareness and alert (EAA) activities and systems in four Latin-American countries (Argentina, Brazil, Colombia, and
Mexico).
Methods: Key informants were selected and completed an open questionnaire that included the following domains: current state of EAA activities and systems in each country, potential role for EAA
systems in the health system, and future EAA projects that are currently being considered.
Results: In all four countries, health technology assessment (HTA) processes are used to prioritize the use of health resources, albeit at varying degrees and with different mechanisms and
methodologies. EAA activities are still limited and there are virtually no institutions or units with specific functions explicitly devoted to EAA activity. However, most countries have developed some
initial forms of EAA systems. Being in its initial stages there is no clear differentiation between these early awareness activities and other HTA functions, and no specific methodologies or processes are
used to anticipate the emergence of new technologies. Consequently, early evaluation of technologies generally occurs in a reactive manner, after they have been introduced in the market and under
the pressure of different stakeholders.
Conclusions: There is growing awareness that the early identification and assessment of emerging technologies should be an integral part of HTA and the decision-making process. Many initiatives are
currently focusing on building partnerships between the various regulatory bodies involved in the incorporation of technologies at national levels. It is reasonable to foresee that EAA activities will
continue to develop and expand in the region.
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Health technology assessment (HTA) processes are being in-
creasingly used for evidence-based decision making in low-
and middle-income countries (LMIC), which arguably have a
greater need to prioritize the use of scarce resources (20). Latin
America (LA) is a heterogeneous region with wide ethnic, cul-
tural, and socioeconomic diversity (16) where most of the coun-
tries face major healthcare problems related to both equity and
efficiency, in the context of pluralistic and fragmented health-
care systems. Fortunately, it is also a region which is increasing
its use of HTA in decision making (2;3;9;12;17;18). HTA was
formally used to shape benefit packages in Argentina, Uruguay,
and Chile; and countries such as Brazil and Mexico have formal
fourth hurdle systems in place that explicitly require HTAs to
evaluate the incorporation or coverage of new technologies (1).

Our objective was to briefly describe the current state of
early awareness and alert (EAA) activities and systems in four
countries focusing on what is being done today, what the po-
tential role is for EAA activity in these healthcare systems,
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and what future projects are currently being considered. Ar-
gentina, Brazil, Colombia, and Mexico are the largest countries
in the region with a total population of more than 390 mil-
lion, representing two thirds of the entire LA population. In all
four countries, HTA processes are increasingly being adopted
to prioritize the use of health resources, although at varying
degrees and with different mechanisms and methodologies (1–
3;9;12;16–18). Table 1 summarizes the main features of these
countries regarding their health systems and HTA structures.

ARGENTINA
The two main organizations involved in HTA in the country
are the Technology Assessment Coordination Unit from the
National Ministry of Health (UCEETS in its Spanish acronym)
and the Institute for Clinical Effectiveness and Health Policy
(IECS).

UCEETS consists of a network of fourteen institutions and
public health areas dedicated to HTA in the country. Its primary
role is to coordinate national HTA efforts and to produce high
quality information for the decision-making process. It does
not yet have a formal structure dedicated specifically to EAA
activity, although in some cases it has performed technology
assessments requested by the regulatory agency for medicines
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Table 1. Characteristics of Health Systems and HTA Structures

Argentina Brazil Colombia Mexico

Total population (2010) [1] 40,412,376 194,946,470 46,294,841 112,336,538
% with insurance coverage 50% Social Security, 10%

Private, 40% Public-only
90% 70% 67%

Health expenditure per capita∗ US$ 730 (9.5) US$ 734 (9.0) US$ 323 (6.4) US$ 515 (6.5)
% of government expenditure∗∗ 66.4 45.7 84.2 48.3
Life Expectancy (years) [3] 75 73 76 76
Health Systems Multitier system divided public

sector, social security, and
private sector

SUS Unique Health System
(Universal Coverage), Private -
Health Security Company’s;
Medical Cooperatives; HMO’s;
Employees Benefit

Social security system based on
health insurance with two
main schemes: the
contributive scheme and the
subsidized scheme.

Social security system (62%);
Private (5%); Public
System-Seguro Popular:
aiming to achieve universal
health coverage by 2012

Key institutions involved in HTA UCEETS: Technology
Assessment Coordination Unit
from the National Ministry of
Health. Its primary role is to
coordinate national HTA
efforts and to produce high
quality information for the
decision-making process.
IECS: Institute for Clinical
Effectiveness and Health
Policy. Academic,
independent, non-profit
organization that has served
as an HTA agency since 2001

ANVISA: Is the Brazilian
regulatory agency for health
technologies. It has an office
of economic evaluation which
defines drug prices based on
HTA methods. DECIT
(Department of Science and
Technology): is the HTA unit
within the MoH. CONITEC:
National Commission for
Technology Incorporation.
Makes recommendations to
the MOH on which
technologies to publicly
finance.

CRES: Health regulation expert
committee. One of its key
tasks is to define what to
include in the mandatory
health benefits package,
POS. Decisions are meant to
start taking into account the
recommendations of the
recently created health
technology evaluation
institute. IETS: Health
Technology Evaluation Entity
meant to provide technical
recommendations to CRES on
which technologies to fund
(2012).

General Council of Health
(GCH): defines the list of
technologies and services
upon submissions presented
by the MoH, health
providers, or manufacturers.
Each public institution defines
services and technologies
within the list, according to
needs and budget. CENETEC:
National HTA agency that
produces information on the
appropriate incorporation and
use of health technologies.

Use of Health Technology
Assessment (HTA),
Cost-Effectiveness analysis
(CEA), Budget Impact
Analysis (BIA)

Currently, HTA and CEA are not
formally required.

ANVISA: HTA for all new
pharmaceuticals during
regulatory approval to inform
the drug price definition
process. CONITEC: HTA is
required, by legislation, to
define the incorporation of
new technologies in the public
system. It should include CEA.
No explicit threshold defined.
Sponsors can start the
application and submit
information.

HTA methods were applied to
update the benefit package.
CEA is not formally required.

HTA is required to define the
incorporation of new
technologies in the public
and social security system. It
should include CEA and BIA.
One gross domestic product
(GDP) per capita is
considered an acceptable
threshold for a QALY or a Life
Year gained. Sponsors can
start the application and
submit information.

and devices (ANMAT) before making decisions on marketing
authorization of specific products. Beyond this, EAA activities
lie within UCEETS’s priorities for the next few years, both at a
national and regional level.

The IECS is an academic, independent, nonprofit organi-
zation that has served as an HTA agency since 2001. In 2003,

IECS built a consortium composed of healthcare organizations
from the public sector (e.g., Health Ministries at provincial or
municipal level), social security sector, hospitals and private
health insurances. To date, nearly forty different organizations
are members of this consortium, commissioning IECS to pre-
pare rapid HTA reports (HTArs) on an as-needed basis (18),

INTL. J. OF TECHNOLOGY ASSESSMENT IN HEALTH CARE 28:3, 2012 316

https://doi.org/10.1017/S0266462312000311 Published online by Cambridge University Press

https://doi.org/10.1017/S0266462312000311


Early awareness activities in Latin-America

Table 1. Continued

Argentina Brazil Colombia Mexico

Prioritization processes for topic
selection

Topics are selected according to
the MOH agenda and
requests from different
stakeholders. No formal
prioritization process.

ANVISA: all pharmaceuticals
evaluated to determine price.
CONITEC: Topics selected
according to MOH agenda
and industry’s submissions.
Formal prioritization process
carried out by DECIT to select
topics for evaluation. No
horizon scanning process
formally established to
inform topic selection.

No established process for topic
selection. No horizon
scanning process formally
established to inform topic
selection.

Topics are selected according to
the MOH agenda and
submissions made by the
industry. There is no formal
prioritization process. No
horizon scanning process
formally established to
inform topic selection.

Note.
∗Current US$, 2009 [2] and as percent of GDP [3].
∗∗General government expenditure on health as a percentage of total expenditure on health [3]
Sources: (1) World Bank Data. Consulted October 9, 2011. http://data.worldbank.org/topic/health; (2) World Bank Data. Consulted October 9, 2011.
http://data.worldbank.org/topic/health. Total health expenditure is the sum of public and private health expenditures as a ratio of total population. It covers the
provision of health services (preventive and curative), family planning activities, nutrition activities, and emergency aid designated for health, but does not include provision
of water and sanitation. Data are in current U.S. dollars, 2009. (3) Global Health Observatory Data repository. World Health Organization. Consulted October 18, 2011.
http://apps.who.int/ghodata/?vid=710.
GDP, global domestic product; HTA, health technology assessment.

usually at the time of receiving their first request for using,
or funding, a technology. These HTArs assist organizations
in the decision-making process of new technologies that are
not yet included or defined in the mandatory benefit package
of Argentina (PMO in its Spanish acronym). Additionally, the
HTA Unit of IECS performs horizon scanning activities, look-
ing for technologies which could have a financial impact if
demanded, by health services or users, for reimbursement in the
near future. In the last ten years, IECS has issued more than
300 HTArs, which are available for consultation between 6 and
12 weeks after being requested. Around 40 percent of these
HTArs were on interventional procedures such as implantable
cardio defibrillators or deep brain stimulation, 20 percent of
the documents evaluated diagnostic technologies such as PET
and multislice computed tomography, and 40 percent evalu-
ated drugs. Cancer-related reports were the most consulted (26
percent) followed by cardiovascular (12 percent) and osteo-
muscular disorder topics (12 percent). Most of the documents
were used to define coverage and funding policies (46 percent),
support a clinical decision (26 percent), elaborate a practice
guideline (21 percent), or frame indications for a technology
(23 percent).

These reports are disseminated through a monthly elec-
tronic newsletter targeted at more than 15,000 policy makers
and other research users, mainly from Latin American countries.
Abstracts from all the documents prepared, both in Spanish and

English, can be accessed free from the IECS’s Web site and are
indexed in the Center for Reviews and Dissemination (CRD)
hosted by The University of York and the INAHTA database.

BRAZIL
The institutionalization of a public policy for HTA began in
2003, when a strategy to enhance the State’s regulatory capacity
was established which explicitly included HTA in the national
policy on health research. In 2005, the Brazilian Health Min-
istry formally established an HTA unit within the Department
of Science and Technology (DECIT). Its main objective is to
produce and fund studies to support decisions on coverage for
drugs, vaccines, procedures, and medical devices in the public
health system.

To complement this, in 2003 an Office of Economic Evalua-
tion of Health Technologies was established within the national
regulatory agency (ANVISA - National Health Surveillance
Agency). Its main role is to provide technical support for the
regulation of pharmaceutical prices based on HTA methods.
Both DECIT and ANVISA are also involved in the standard-
ization of HTA methods, capacity building and international
cooperation.

The final decision on the incorporation and funding of
new technologies is an attribute of the Ministry of Health,
based on the recommendations of the National Commission
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on the Incorporation of Health Technologies (CONITEC, Law
12.401/2011), of which DECIT and ANVISA are a part.

In 2008, the Brazilian Ministry of Health brought together
teaching and research institutions, health management organs
and regulatory agencies to constitute the Brazilian Network for
Health Technology Assessment (Rebrats). The goal of Rebrats
is to disseminate HTA methods and applications, producing
evaluations within the Brazilian context in a timely manner to
properly assist the decision-making process. One of Rebrats’s
functions is to establish an alert system regarding new and
emerging technologies for the public health systems (SUS). A
permanent work group was established, and during a period of 2
years it carried out the following activities: (i) the identification
of international guidelines and a review of literature; (ii) a work-
shop with eighteen technicians from the Ministry of Health, reg-
ulatory agencies, and public health programs; (iii) a workshop
with thirty-one HTA experts, specialists in intellectual prop-
erty, and innovation systems; (iv) the definition of guidelines
for implementing the method in Brazil (4). The focus of the
alert system will be on technologies that are in the initial phase
of adoption and of high priority for the SUS. The defined pri-
ority criteria were: magnitude of the health problem, healthcare
impact, technology characteristics, social pressures and innova-
tion opportunities for Brazil. A pilot study, in partnership with
university hospitals and regulatory agencies is programmed for
2011–2012 and will receive Ministry of Health financing. The
study will conduct an analysis of a selected group of technolo-
gies in their initial phase of adoption, all directed toward the
same health problem. The pilot study will allow the monitoring
and early identification stages to be tested as well as the instru-
ments and the flows of data collection for the main stakeholders,
in addition to defining the dissemination strategies to promote
the use of the information obtained. The Ministry of Health
expects the alert system to be able to identify the technologies
that are in the initial phase of adoption which need to be ana-
lyzed for appropriate use, and also to identify themes for future
research aimed at improving access to and the quality of health
care.

COLOMBIA
Since 2007, a mechanism to define the health technologies’
package, to be funded with public resources, has been estab-
lished in the Colombian Health System. The Health Regulatory
Commission (CRES in its Spanish acronym), the governmental
body responsible for determining which technologies should be
included in this package (6), initiated a process of priority setting
in 2010 to update the benefit package, based on HTA methods
and carried out by external experts. This process began under
significant pressure, in a health system experiencing serious fi-
nancial problems, largely generated by the new technologies that
have appeared in recent years. This process to update the benefit
package was limited to the evaluation of a list of specific tech-

nologies, selected because at the time they represented a high
financial burden for the health system (almost 1 billion USD$ in
2010). No other criteria were used to prioritize which technolo-
gies should be evaluated. Aspects such as the magnitude of the
health problem in Colombia, or the expected healthcare impact
of the technology, were not taken into account. As part of a pro-
gram to assist the government in the institutionalization of HTA,
this priority-setting process was evaluated by the Interamerican
Development Bank with the support of the Minister of Health,
the National Institute for Health and Clinical Excellence (NICE,
UK), and the Institute for Clinical Effectiveness and Health Pol-
icy (IECS, Argentina) in early 2011. One of the main findings of
this analysis was the weakness of the processes to select the tech-
nologies to be evaluated and eventually incorporated into the
benefit package. It was considered that taking into account only
financial criteria could involve serious distortions in the benefit
package and in turn entail risks which have already been doc-
umented in other similar international experiences (8;15;22),
such as missing an important technology to solve a major
health problem, selecting irrelevant technologies, or inducing
unnecessary demand. The lack of formal mechanisms for early
identification of new technologies was identified as a major
problem.

Due to these and other health system failures detected after
the evaluation process, some regulatory decisions were taken,
the most important of which was the 1438 law of 2011 which
enacts the creation of the Health Technology Institute (IETS
in its Spanish acronym) (5). The IETS will work closely with
existing governmental agencies on a health technology system
designed to build a rational filter for the most significant health
technologies. For instance INVIMA (the drug and health tech-
nologies regulatory agency of Colombia) should inform the
IETS on which innovations are going to be introduced into
the market to anticipate the therapeutic value and its poten-
tial impact on the health system. The National Health Institute
will provide the IETS with the epidemiological information,
health-technology needs, and/or therapeutics gaps to allow IETS
to properly evaluate new technologies being considered for
incorporation.

At the same time, an issue of concern for horizon scan-
ning and priority-setting process remains: How to manage
stakeholders’ strategies to scale up the market such as nonevi-
dence based off-label prescription, or the promotion of emerg-
ing technologies as substitutes of current ones included in the
benefit package. A potential solution is to monitor registers
of clinical trials and patent pipelines, at a global or national
level to establish an EAA system to assist in health decisions
(19;21).

This overview shows the Colombian challenge taking ad-
vantage of political will and a positive regulatory environment
to become one of the reference countries in the region using
the horizon scanning approach as an integral part of the health
resource allocation process. If Colombia adopts it, cooperation
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with emerging networks of experts in the region and other in-
ternational networks would be required.

MEXICO
Traditionally, Health Technology Assessment efforts have fo-
cused on technologies once they are established in the market
under a global context or when the technology has been incor-
porated in the public health system. In Mexico, HTA has been
adopted as a national strategy to support the decision at different
levels. The National Center for Health Technologies Excellence
(CENETEC in its Spanish acronym) was established in 2004 as
the HTA agency of the Mexican Ministry of Heath. Its mains
goals are to standardize the methodology to perform HTA in
the Mexican Health System, to generate HTA reports and to
encourage the use of HTA in the decision-making process when
incorporating innovative healthcare technologies (14).

However, the development of EAA systems is still incipi-
ent and the processes to adopt these methodologies have been
delayed. The health system reform has encouraged the explicit
incorporation of clinical, economic, ethical, and social criteria
in the decision-making process to encourage the best use of
resources and to improve the priority setting mechanisms (10).
Therefore, several institutions in Mexico have developed tools
to identify and assess new and emerging technologies. However,
these efforts remain isolated with little or no central coordina-
tion and with varying degrees of development. In most cases,
assessments are reactive, triggered once the technology has al-
ready been introduced and is being requested by the different
actors of the health system.

Efforts are being made to raise awareness among stake-
holders and policy makers on the importance of considering
scientific evidence when incorporating technologies. However,
the lack of a formal EAA processes is preventing the bridging of
gaps between the potential impact of the technology on health
services, the costs of care, accessibility, and health needs (9).

Therefore, CENETEC is creating alliances with the main
regulatory institutions involved in the incorporation of tech-
nologies to establish appropriate mechanisms for early identi-
fication and timely evaluation. This includes, for example, the
General Health Council, responsible for the definition of the
benefit package and technology inclusion in the national for-
mulary, and the Federal Commission for the Protection Against
Sanitary Risk (COFEPRIS, responsible of sanitary regulation
of technologies), as well as other regulatory bodies involved in
the incorporation of technologies at national or regional levels.

Finally, the challenge for the Health System will be to main-
tain and expand these coordination and warning systems within
MoH and between institutions of the health sector. This will
be necessary to identify the most important gaps in population
health priorities and to encourage the establishment of effective
mechanisms to regulate the incorporation of new and emerging
technologies.

NETWORKING INITIATIVES
The different HTA networking initiatives that arose in the region
in the past years may also affect the future development of the
EAA systems.

The Mercosur (Southern Common Market) is an economic
and political agreement among Argentina, Brazil, Paraguay, and
Uruguay. It has an HTA subcommittee that has been carrying
out various activities, including academic and research pro-
grams, methodological guidelines for HTA and economic eval-
uations (11), and the development of mechanisms for sharing
information. The Andean Community of Nations, a customs
union comprising the South American countries of Bolivia,
Chile, Colombia, Ecuador, Peru, and Venezuela, is also mak-
ing progress in a similar regional initiative (7). In turn, the Pan
American Health Organization (PAHO) is promoting the devel-
opment of an HTA Latin American Network (RedETSA in its
Spanish acronym) that was officially launched during the HTAi
2011 annual meeting in Rio de Janeiro (13).

The development of these networks and the establishment of
mechanisms for generating and / or sharing information among
countries, both at the level of the HTA and the regulatory agen-
cies, may strengthen the EAA activities in the region. Another
important aspect is the participation in international networks
such as INAHTA, HTAi, or more specifically EuroScan. This is
not only an excellent opportunity to take advantage of the im-
portant production and availability of EAA information from
other regions but is also a way in which the region can con-
tribute, with local information, to the international efforts in
the field of HTA and EAA activities. It is not unusual for new
technologies to be available in Latin America before availability
in Europe or other developed countries.

CONCLUSIONS
Although HTA is increasingly used to prioritize the adoption of
health technologies, EAA experiences are still limited in the re-
gion and there are virtually no institutions or units with specific
functions explicitly devoted to EAA activity. However, most
countries have developed some initial forms of EAA activity,
mainly in the context of existing HTA units. Being in its initial
stages, in most cases there is no clear differentiation between
these early awareness activities and other HTA functions, and
no specific methodologies or processes are used to anticipate the
emergence of new technologies. Consequently, early evaluation
of technologies generally occurs in a reactive manner, after they
have been introduced in the market and under the pressure of
different stakeholders.

Despite these limitations, there is growing awareness that
the early identification, prioritization, and assessment of new or
emerging technologies is crucial and should be an integral part
of HTA and the decision-making process. Many initiatives are
currently focusing on building partnerships between the vari-
ous regulatory bodies involved in the incorporation of health
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innovations at national levels in an attempt to establish appro-
priate mechanisms for communication and coordination with
the ultimate goal of guaranteeing the early identification and
timely evaluation of new technologies.

It is reasonable to foresee that EAA activities will continue
to develop and expand in the region, accompanied by the rapid
diffusion already observed in the case of HTA.
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